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Alexandria, VA 22313-1450 

Dear Sir: 

This Reply Brief is in response to the Examiner's Answer mailed November 7, 2005. 
Appellants note that the date mailed on the cover page of the Examiner's Answer is "05/17/2005", 
however, the date stamped on the first page of the Examiner's Answer is "Nov 07 2005". The 
Appeal brief was filed on August 25, 2005, thus, it is clear that the date on the cover page is 
incorrect. Appellants have assumed that the mailing date of November 7, 2005, on the first page of 
the Examiner's Answer is correct. Thus, this Reply Brief is timely filed. Also attached herewith is 
a Request for Oral Hearing. 




I hereby certify that this correspondence is being deposited with the U.S. Postal 
Service as Express Mail. Airbill No. EV 761645573 US. in an envelope addressed 
to: MS Appeal Brief - Patents, Commissioner for Patents. P.O. Box 1450. 
Mexandria. VA 22313-1450. on the date shown below. 



id: January 4, 2006 



signature: . 
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STATUS OF CLAIMS 

A. Total Number of Claims in Application 
There are 13 claims pending in this application. 

B. Current Status of Claims 

1. Claims canceled: 11-13 

2. Claims withdrawn from consideration but not cancele'd: none 

3. Claims pending: 1 - 1 0. 1 4- 1 6 

4. Claims allowed: none 

5. Claims rejected: 1-10. 14-16 

C. Claims On Appeal 

The claims on appeal are claims 1-10, 14-16. 
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SUMMARY OF CLAIMED SUBJECT MATTER 

Appellants disagree with the Examiner's allegation that the Brief is deficient because the 
Appellants state that inactivating may occur by contacting the sample with a thickening agent, 
which allegedly is not claimed. Appellants agree with the Examiner's indication that "Claim 2 
recites that, further to the method of claim 1, the sample is contacted with a thickening agent/' 
Claim 1 does not include a contacting step involving the thickening agent, and thus claim 2 is 
properly identified as such. Although claim 2 does not recite how contacting the sample with a 
thickening agent inactivates any natural disturbing compound, if such a contacting step is performed 
natural disturbing compoimds will be inactivated as described, for example, on page 13, lines 31-33 
of the present application as well as more generally on page 4, lines 2-6 of the present application. 
It is not clear which rule requires that the claims must indicate a mechanism by which the step takes 
place. Thus, Appellants believe that the Brief is not deficient. 
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GROUNDS OF REJECTION TO BE REVIEWED ON APPEAL 

1 . Whether claims 1-10 and 14-16 are anticipated under 35 U.S.C. § 102(b) by 
Charm (U.S. Patent No. 5,354,663, "Charm") when Charm does not disclose an inactivating step 
performed on a contacted sample and test as claimed. 

2. Whether claims 1-3, 5, 8-10, and 16 are anticipated under 35 U.S.C. § 102(b) by 
Gist-Brocades (EP 0 005 891, "Gist-Brocades"), which does not disclose the inactivating step as 
claimed. 

3. Whether claims 1-3, 5-6, 8-10, and 16 are anticipated under 35 U.S.C. § 102(b) 
by Lameris (U.S. 3,941,658, "Lameris"), which does not explicitly disclose an inactivating step 
followed by an incubating step as claimed. 

4. Whether claims 1-10 and 14-16 are obvious under 35 U.S.C. § 103(a) over Gist- 
Brocades in view of Charm (both referenced above). 
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ARGUMENTS 

The Examiner's Answer raises issues to which the Appellants have not been given a fair 
opportunity to respond. The main issues are, first, the Examiner now alleges that Charm discloses 
inactivating "at least some" of the natural disturbing compounds, which phrase is not found in 
Charm. Second, the Examiner now alleges that Charm discloses "a second inactivating step" which 
is not disclosed therein. Third, the Examiner now alleges "any" disturbing compound as claimed 
means "any one" disturbing compoimd subject to inactivation in contrast to what is set forth in the 
application and prosecution history. Fourth, the Examiner appears to misunderstand Appellants' 
argument as meaning the Gist-Brocades or Lameris methods *Svould not work." Fifth, although the 
Examiner has not cited explicit disclosure in the cited references for the present claim limitations, 
the Examiner has alleged anticipation explicitly without relying on inherency. Sixth, the Examiner 
improperly introduces microorganisms' alleged secretions in reference to the rejection over 
Gist-Brocades. These issues are discussed below in more detail with respect to each rejection. 

In addition, the facts of the present case are on point with Perricone v. Medicis Pharm, 
Corp., 2005 U.S. App. LEXIS 28061 (hereinafter ''Perricone'') decided December 20, 2005. A 
copy of this case is enclosed herewith. It is beUeved that this case stands for the proposition that if 
benefits of the claimed steps or the mechanisms of use are not found in the cited reference, then the 
prior art does not anticipate, inherently or otherwise. 

More particularly, the Court of Appeals for the Federal Circuit (hereinafter "Federal 
Circuit") reversed the District Court's determination that the cited art anticipates particular claims of 
the issued patent. The claims in question are directed to "a method for treating skin sunbum 
comprising topically applying to the skin sunbum a fatty acid ester of ascorbic acid. ..." The prior 
art taught a cosmetic composition for topical application to skin. One disclosed skin benefit 
ingredient in the prior art composition was ascorbyl palmitate, which is a fatty acid ester of ascorbic 
acid. The Federal Circuit stated that issue was not whether the prior art lotion, if applied to skin 
sunbum would inherently treat that damage but whether the prior art discloses the application of its 
composition to skin sunburn. The District Court improperly assumed what the prior art did not 
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disclose or render inherent. Please see Perricone, paragraphs 15 and 16 under the heading 
"Anticipation." In its analysis, the Federal Circuit found that skin sunburn is not analogous to skin 
surfaces generally, and that the prior art was silent about any sunburn prevention or treatment 
benefits and the mechanisms imderlying such uses. 

Similarly, the issue in the present case should not be whether the prior art heating step, if 
applied to a sample and test would inherently inactivating compounds, but rather whether the cited 
references disclose inactivating compounds in a sample and test. Much like the prior art in 
Perricone was silent with respect to applying the lotion to skin sunburn, the cited references here 
are silent with regard to the step of inactivating any natural disturbing compounds present in the 
contacted sample and test. Further, the cited references are silent about any benefits of performing 
the activation on a sample and test and also are silent regarding mechanisms underlying performing 
the inactivating step on both the sample and test. Like the District Court in Perricone^ the Examiner 
improperly assumed what the prior art did not disclose or render inherent. If skin sunbum is not 
analogous to skin generally, then likewise inactivating any natural disturbing compoimds present in 
the. sample and test is not analogous to heating or incubating generally. Even a stronger case can be 
made that inactivating performed on the sample and test is not analogous to any of a) inactivating a 
sample only, b) heating a sample and test where the sample alone was previously inactivated, and/or 
c) incubating a sample and test with no reference to the mechanisms relating to the inactivating step. 
These issues are discussed in more detail below with respect to the individual arguments. Much like 
in Perricone, where the Federal Circuit reversed the finding of anticipation, the Examiner's 
anticipation rejections should be reversed in the present application. 

1 . Anticipation Not Established Based on Charm 

For the first time in the Examiner's Answer in comparison to the first Office action 
mailed May 28, 2004, the second Office action mailed October 18, 2004, and the final Office action 
mailed February 25, 2005, the Examiner has referred to Charm as disclosing the step of heating 
which is sufficient to destroy "at least some" of the inhibitors of the sample. Please see page 4, 
lines 7-8 of the Examiner's Answer. First, Charm does not disclose destroying "at least some of 
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the natural inhibitors in the sample in column 1, lines 32-39, as alleged in the Examiner's Answer. 
Charm states that the sample is heated "to a temperature sufficiently high to destroy the natural 
inhibitors in the sample, and thereby enhancing the further sensitivity of the test. . . (emphasis 
added)." There is no mention in Charm that only "some of the natural inhibitors are destroyed. 
Thus, Charm does not indicate that any natural inhibitors remain after the heating step. Second, in 
contrast, in the Office action mailed May 28, 2004, Charm was cited for disclosing the step of 
heating "to destroy the natural inhibitors" in the sample, not "at least some of the natural inhibitors. 
Please see page 3, lines 4-5 of the May 28, 2004 Office action. Similarly, the same language was 
used on page 6, lines 10-11 of the Office action mailed October 18, 2004. 

In contrast. Appellants have argued consistently that Charm, at best, discloses heating a 
sample and test which does not contain any natural disturbing compounds and such was not 
controverted by the Examiner. Please see the Response mailed April 25, 2005, page 7, lines 2-4; 
and the Response filed January 15, 2005, page 4, the sentence bridging pages 4 and 5. Thus, Charm 
does not disclose the claimed step of inactivating any natural disturbing compound present which 
mandatorily requires inactivating to be performed on the sample and test. In contrast, the 
inactivating step in Charm is performed on the sample only. 

In addition, on page 8 of the Examiner's Answer, the Examiner alleges that "Appellants 
have not shown that the absence of a second inactivating step produces a different result." First, 
Charm does not disclose a "second inactivating step." Rather, the Examiner has mischaracterized 
the spore-shocking heating step as "a second inactivating step" on page 8, lines 4-5 of the 
Examiner's Answer. Charm does not disclose or suggest any inactivating occurs in the spore- 
shocking heating step. Thus, as a preliminary matter, it is not clear why Appellants would have to 
make such a showing. 

Nonetheless, the examples indeed show that absence of a step that performs inactivation 
on the sample only, Le., without the test, gave false positive results caused by the inhibiting effect of 
natural inhibiting compounds present in the sample, as shown in Example 1 of the present 
application, page 10, lines 24-26. Similarly, preincubating the samples as described in the 
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comparative portion of Example 2 caused false positive results and difficulty reading the results due 
to discoloration of the test caused by heating the natural disturbing compounds or pigments. Please 
see page 11, lines 12-14 of the present application. Similar samples in Example 2 were examined 
according to the claimed method and no false positive results were obtained. Please see page 1 1 , 
lines 17-27 of the present application. Example 5 similarly shows that false positives were received 
when using the sunilar methods as described in comparative Example 2. Further, these samples 
were difficult to read and false positives occurred. In comparison, when a thickening agent was 
added to the sample and the sample was added to the test and then heated, followed by incubation, 
the same samples were negative; that is, false positive results were not found. Please see page 13, 
paragraphs 1-3 of the present application. Thus, the Examiner's allegation that such a showing was 
not made is not imderstood. 

2. Anticipation Not Established Based on Gist-Brocades 

Regarding the rejection of claims 1-3, 5, 8-10 and 16 as being anticipated by 
Gist-Brocades, the Examiner alleges that "in the method of Gist-Brocades, natural disturbing 
compounds in the sample are inactivated by heating after the sample is contacted with the test. ..." 
However, Gist-Brocades makes no mention of, nor suggests, the presence of natural inhibitors or 
disturbing compounds nor mentions or suggests an inactivating step. The fact that the claimed 
method does not require any particular temperature for any step or that any two or any three steps be 
performed at different temperatures, such does not obviate the need for a disclosure of the 
inactivating step in Gist-Brocades. As with the District Court in Perricone, the Examiner 
improperly assumed what the cited art did not disclose or render inherent. 

Further, Gist-Brocades, to establish anticipation, to disclose the inactivating step 
"followed by" the incubating step as claimed. Even if, for the sake of argument, the natural 
disturbing compounds were inactivated during Gist-Brocades' incubating step, it makes no 
distinction as to when the inactivating step takes place in relation to the incubating step as claimed. 
It is only by using the present claims that the Examiner has found the steps in Gist-Brocades. Such 
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hindsight is impermissible to establish anticipation. Thus, all of the steps are not disclosed in 
Gist-Brocades and anticipation has not been established. 

Moreover, for the first time, the Examiner has characterized the claim element of "any 
natural disturbing compound" as "any one compound (emphasis added)" on page 8, first full 
paragraph of the Office action. Such a characterization is inconsistent with the Examiner's 
comments throughout prosecution and the present specification. For example, in distinguishing 
Gist-Brocades from the present claims, the Examiner has stated that Gist-Brocades does not disclose 
heating the sample before adding the indicator microorganism "to destroy natural inhibitors" in the 
sample, presumably as claimed. Please see the Office action mailed May 28, 2004, page 4, last full 
sentence. Page 5 of the same action, refers twice to inactivating "inhibitors" or "natural inhibitors," 
with respect to an anticipation rejection. Further, in the Office action mailed October 18, 2005, the 
Examiner refer to "the natural inhibitors" on page 6, lines 10-1 1, in reference to an anticipation 
rejection. Further, in the same action on page 8, lines 3-5, the Office refers to the method of 
Gist-Brocades as inactivating "natural disturbing compounds," in reference to the anticipation 
rejection. Further, on the same page of the same action, on line 14, reference is made to inactivating 
"interfering substances," with respect to an anticipation rejection over Lameris. Further, on page 10 
of the same action, the Examiner referred to "natural inhibitors" or "inhibitors" four times in 
lines 1-9 in reference to an obviousness rejection. Further, on page 1 1 of the same action, in lines 3 
and 11, the Examiner refers to "interfering substances" or "natural inhibitors" with regard to an 
anticipation rejection. Further, in the final Office action mailed February 25, 2005, the Examiner 
referred to "natural disturbing compounds" on page 3, line 12, and page 5, line 4 thereof Nowhere 
in any Office action has the Examiner referred to "any one natural disturbing compound." 
Appellants respectfully submit that any natural disturbing compound present refers to any 
compound present, not merely any one compound that is present. 

Claim amendments also suggest any "one" compound is a tortured definition. In the 
response filed January 18, 2005, Appellants have amended this portion of the claim which refers to 
"any natural disturbing compound" in response to an indefiniteness rejection to indicate that such 
"is capable of inhibiting the test leading to a false positive result absent said inactivating step." 
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Presumably if other natural disturbing compounds were present as suggested by the Examiner's 
interpretation of "any one," false positive results would still be obtained. Further, the intention of 
this phrase is described in the application as referring to any compounds which will lead to false 
positives, not merely some or one. Please see, for example, the present specification on page 3, 
line 35, page 4, lines 4-5 and 16, 18-20, page'7, lines 3-5, 19-20, 24-26, page 8, lines 20-21, page 9, 
line 14, and throughout the examples. Thus, defining "any natural disturbing compound," as "any 
one compound" is contrary to what has been assumed during the course of prosecution, and what is 
defined in the claims as supported by the present specification. 

Furthermore, with regard to the rejection of claim 5 as anticipated by Gist-Brocades and 
claims 5-6 as anticipated by Lameris, claim 5 specifically refers to inactivating natural disturbing 
"substances" and does not refer to simply "any one compound" so it is not clear why these claims 
remain rejected. 

Further, on page 8, of the Examiner's Answer, the Examiner suggests that the 
Gist-Brocades method "would not work" and the product would not have made it to market. It is 
not clear how this assumption is relevant to the anticipation rejection. The method of Gist-Brocades 
has been shown in the examples of the present specification to lead to false positive results. The 
advantage of the presently claimed invention is that these false positive results are significantly 
decreased or eliminated. The Gist-Brocades method may have worked, but presumably did not 
provide correct results all of the time. Further, with regard to the Examiner's comment on page 9, 
lines 14-18 of the action, the Examiner alleges that Example 1 shows data fi"om only one type of 
"pre-urine" sample which does not demonstrate that the claimed method is capable of destroying 
every type of natural disturbing compound present in every type of example, while in the 
Gist-Brocades method no natural disturbing compounds are destroyed in the food or biological 
samples. These examples do not necessarily show that "no natural disturbing compound are 
destroyed" in the Gist-Brocades method but rather that many false positive results are obtained 
using the Gist-Brocades method in comparison to the claimed method. Also, Example 1 is not the 
only example that shows such a result. Examples 2 and 5 show different samples were used in the 
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comparative methods and in the claimed methods. Further, the remaining examples using the 
method of the invention gave no false positive results. 

In the paragraph bridging pages 9 and 10 of the Examiner's Answer, the Examiner 
indicates that Appellants have come up with the inherency argument without the Examiner saying 
anything in a reference was inherent. However, as mentioned above, if Gist-Brocades did not 
disclose natural disturbing compounds nor an inactivating step, it is not clear how anticipation could 
be established other than by inherency. 

Finally, on page 10, first full paragraph of the Examiner's Answer, the Examiner makes 
reference to the formation of products that microorganisms "secrete are inhibited" and that "[t]his 
inactivation is disclosed by Gist-Brocades." Gist-Brocades does disclose microorganisms' 
secretions nor the inhibition thereof Thus it is not clear to which "inactivation" the Examiner 
refers. Even if, for the sake of argument, other microorganisms' secretions are inhibited due to the 
incubation step disclosed in Gist-Brocades, such does not read on inactivating compounds before 
the incubating step as claimed. 

3. Anticipation Not Established Based on Lameris 

With regard to the rejection of claims 1-3, 5-6, 8-10 and 16 as anticipated by Lameris, 
again, the Examiner has alleged that "any natural disturbing compoimd" means "any one 
compound" on page 10, first sentence under section 4 of the Answer. As described above with 
respect to Gist-Brocades, such an allegation is incongruent with the language of the claims 
themselves, the prosecution history, and the present specification. 

Similarly, with regard to Gist-Brocades, the Examiner has alleged that if Lameris' 
method did not result in the inactivation of natural disturbing compounds, then the method would 
not work; however, Lameris does not disclose the step of inactivating any natural disturbing 
compound present in the contacted sample and test as claimed. Lameris also does not disclose that 
if its method did not inactivate any natiu*al disturbing compounds in the samples, then the method 
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would not work. Nonetheless, as with the discussion above with Gist-Brocades, the allegation is 
irrelevant: Lameris does not disclose that inactivation of any natural disturbing compounds 
necessarily takes places before the incubating step as claimed. 

Also, the Examiner states for the first time on page 11, lines 7-8 of the Answer, that 70''C 
in Lameris inactivates at least one interfering substance. In contrast, Lameris does not indicate that 
even one interfering substance in inactivated at 70**C. Thus, anticipation has not been established. 

4. Obviousness Not Established Based on Gist-Brocades in View of Charm 

With regard to the obviousness rejection of claims 1-10 and 14-16 over Gist-Brocades in 
view of Charm, Charm appears to be cited for disclosing heat shocking the test organism provides 
motivation to arrive at the step of inactivating the inhibiting substances. The Examiner appears to 
take notice that heating to a higher temperature for a brief period destroys the inhibiting substances 
as alleged on page 12, lines 1-2 of the action. Charm, however, does not disclose destroying the 
inhibiting substances by heating the sample and test for a brief period at a higher temperature as 
alleged. The Examiner points to 1-5 minutes, or 0.1-2 minutes as temperatures which are 
exemplified in Charm which will destroy inhibiting substances. However, 1-5 minutes refers to 
heating the sample without the test, and 0.1-2 minutes refers to heat shocking the spores in an 
inactivated sample. Again, hindsight was used to arrive at the claimed invention. Nowhere in 
Charm does it suggest inactivating any natural inhibiting compound in the sample and test. The 
Office has added the times which relate to inactivating the sample with times related to heat 
shocking the spores to arrive at a total time of 1.1-7 minutes to allegedly arrive at an inactivating 
temperature. Such a fabricated range cannot be used to provide motivation to arrive at, for example, 
the time disclosed in present claims 6-7 and 14-15. Surprisingly, the Examiner has indicated that 
she relied on the Appellants' specification to arrive at other temperatures, presumably, to establish 
obviousness. Such hindsight, of course, is not permitted. 

Further, on page 13, lines 8-10 of the Answer, the Examiner, relying on MPEP 
§ 2144.04, states that if the Appellants had "demonstrated the criticaUty of a specific limitation," 
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then "it would not be appropriate to rely solely on case law as a rationale to support an obviousness 
rejection." The Examiner also alleges that Appellants have not demonstrated the criticality of any 
claim limitation, and inappropriately concluded that case law should not be relied upon as a sole 
factor in determination of obviousness; however, the opposite conclusion is correct. Thus, these 
comments are not understood and irrelevant to the issue at hand. 



The Assistant Conmiissioner is hereby authorized to charge any additional fees under 
37 C.F.R. § 1.17 that may be required by this Brief, or to credit any overpayment, to Deposit 
Account No. 03-1952. 



Dated: January 4, 2006 Respectfully submitted, 



B y 

CarolWA. Favorite 

Reg{s;4-ationNo.: 39,183 
MORRISON & FOERSTER LLP 
12531 High Bluff Drive, Suite 100 
San Diego, California 92130 
(858)720-5195 
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